AEPKABHA CIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUIBCHKIN OBJIACTI

npor. Ceirnnunoi Hagil, 3, m.Kuis, 02099, Tenipaxce: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa CAPIIOY 37078774

BNCHOBOK
Npo SKiCTL BBe3¢HOT0 B YKpainy Aikapeskoro 3acoby

21.07.20258 Ne 34293/25/10

DOOCTEP

(maiivenypani mixapcrkoro sacofy arigno ¥ peectpaniiiunm nocsigaensag
AepO030J16 Jas EHraaamii, Aozosaini, 100+6 mxr/mosy; no 120 xo3 y koureiinepi; mo 1
KOHTE{{HepY 3 J03YI0UHM KIANAHOM | POINILTION 010 HACAAKOIO TA 3AXHCHHM KOBIAYKOM ¥
KapTouuii Kopooui

(popma BIIYCKY, A03VBARI, BIA DAKYBARHS TIKAPCLKOLO 3acody)

Homep peecrpaniiinoro noceigusenns UA/16438/01/01 crpok it peectpauiiinoro nocsizuenns 01.01.2099

Cepin aikapebroro saceby Ne 1213212 KinexicTs BBe3esOro fMikapeskoro 3acoby 600
Brpobuux K'esi Qapmac'zorixens I'mGX, ABcrpis
{nativenysadbs BipobRiKkd JHEAPCLROLD 3acoby, kpailn noxoxeHHx)
Beezero B Yxpainy Crijtpite yKpaiHChKO-eCTONCLKE NIANPHEMCTBO ¥ GopMi ToBAPHCTEA
3.00Mmexeno10 BignoBigansuicto "OntiMa-Oapa, ITHA", igent. vox:
21642228

(naitmerysuins Ta ko va €APTIOY wopuanrunoi acofi ubo npissiue, iv's, ne Sathkous dianunni
ocoH - Mmiznpiesus, i Micte NPUKRREIHLS To peccTpaiiingit nosep obaikopat KapTKI FHATHILER
monaTkie afie cepit 12 ROMEp nacnopTa)

Mporoxesa Bisyaasuore kourpoaw sig 18.07.2025 X2 2196/2.

32 peaynbTATAMH  AEPHABHOTC KOHTPOMK BCTAHOBNEHO, ING  Nikapcskiuil  3aciB  Boezens & Yupainy 3
AOTPHMAMHSAM punor 3aK0HOAGECTES MOS0 3abe3neenns SKOCTI SAiKapehKITK 3ac00iB.

R
o

i Ounra CPHOMEHKC

Y SENETPENIL) {nisne) {isfaian 13 opbramned




CHIESI PHARMACEUTICALS GMBH

* @
Ch I e Sl ‘ Gonzagagasse 16/16
| © 1010 Wien, Austria

Tel.: +43 1407 3919 -0
www.chiesi-cee.com

CEPTU®GIKAT SKOCTI/ CERTIFICATE OF ANALYSIS crop. 1/5
27.05.2025

Nikapesrutt 3aci6: SOCTEP, aepo3osnt Ons ineansiyil, dososanutl, 100+6 mre/dosy

Drug product FOSTER®, pressurized inhalation solution, 100+6 ug per actuation

Hirua peqoesuna: Bexnomemasony dunponionam/ ®opmomepony cymapamy OuziGpam

Active ingredient: Beclometasone dipropionate/ Formoterol fumarate dihydrate

Homep cepii / Batch number 1213212

Hama supobruymasa / Date of 18.01.2025

Manufacturing

Tepwmin npudamuocmi / Expiry date | 18.10.2026

Poawmip cepii / Batch size 10.117 ynaroeox (packs)

Peecmpaujtine noceidyernHs No / UA/16438/01/01
Marketing Authorization No
Po3amip ma mun naryeanHs / 1o 120 303 y konmeliHepi; no 1 konmelinepy 3 J03yIONUM KAANAHOM |
Package size and type: POSMUNIGKYOI0 HACAOKOIO Ma 3aXUCHUM KOBIMAYKOM Y KapmoHHill Kopo6yi
120 doses in a container; 1 container with a metering valve and a spray

v nozzle and a plastic protective cap in a cardboard box

Cuna diflaxmusnicme: / 1 ineanayiiina Goaa Micmums: 100 mxa 6eknomemasoHy dunponionamy ma
Strength/potency: 6 MKz (hopmomepony (ymapamy duzidpamy

1 inhalation dose contains: 100 micrograms of beclometasone dipropionate
and 6 micrograms of formoterol fumarate dihydrate

flikapcoka popma / Dosage form: Aepososne Ons inzansiyit, dosoeanull / Pressurized inhalation solution
Bupobrux, kpaina / Manufacturer, K'eal ®apmac’iomirens I'm6X, Aecmpisi / Chiesi Pharmaceuticals GmbH,
country: Austria

AHarnia guxoHano eidnoeidHo 8o cneyudikayii supobHuKka
The analysis is performed according to the specification of manufacturer

Bunpobyeanusi (Tests) Crreyudplnayin (Specifications) Meroam xonTporio | Pesynsmamu
. {Control methods) | (Results)
Onue
Description
Onuc npoaykty _ Posuyn sig 6esbapsHoro ao Bisyaneto eidnoeidae
Appearance of the product XOBTYBATOIO KOMNLOPY Visual corresponds
Colouriess fto yellowish solution
Onvic nepBrHHOT yrakoBKu BipcyTtHs BUgUME KOPOSIA Ha BisyanbHo sidnosioae
Appearance of the primary packaging KnanaHi Ta KoHTeHepi Visual corresponds
Valve and can free from visible
corrosion
MepeBipka xoHTEMHEPa HA
FepPMOTUMHICTE
lL.eakage
CepenHst LUBUAKICT BATOKY < 525 mr 3a pik ¢. CLIA 80 wmr
Mean leak per year s 8§25 mg per year Ph. USA 80 mg
MakcumansHa LWBBAKICTE BUTORY < 750 mr 3a pik . 91 mr
Max. leak per year ' < 750 mg per year 91 mg
Uneno fo3 B 04HOMY KOHTERHepI 2120 €ap. O, 156
Number of acluations Ph. Eur.
Certified
-~ Firmenbuchnummer FN 82710h UID ATU 37094005
K/ Handelsgericht Wien
O Con_FRIUA_00_fp_2025-05-06 WWW, CHIEST-CEE.COM FRREl

B ag 7089 /f/ Salialad dw/



CHIESI PHARMACEUTICALS GMBH

Gonzagagasse 16/16
1010 Wien, Austria

Tel.: +43 1407 3916-0
www, chiesi-cee.com

CEPTUGIKAT SIKOCTI/ CERTIFICATE OF ANALYSIS ctop. 2/5 27.05.2025
BunpoGysanHs (Tests) Cneyucpinayis (Specifications) ?éf&f:l 'ﬁ::{hp: ;s’;’ Z::g;:;g)‘:amu
Inenrudbikauin
identification
A. BEPX/ YBEPX Ha xpomarorpami eunpobosysaroro | BEPX/ YBEPX eidnosidae
A. HPLC/ UHPLC &?‘*“:;’:pic y&m&;’;ﬂﬁg’; :‘;ﬁfpa HPLC/ UHPLC corresponds
MOT a i pM 1 ar inpary '
ggzogsé??ﬁ,%gggagh%gg Apaty i §emqmeraaouy AUNPONioHaTy mae
BIANOBiAaTY Hacy yTpuMyBaHHA eidnosidac
, BIANOBIRHUX nikiB Ha xpomarorpami
BeknoMeTaaoHy Aunponiosary POAYMHY NOPIBHAHNA, corresponds
beclometasone dipropionate On the chromatogram of the test
solution, the retention time of the
peaks of formoterol fumiarate
dihydrate and beclomethasone
dipropionate should correspond to
the retention time of the
corresponding peaks on the
chromatogram of the comparison
solution.
B. Yo YP-CNeKTp nornuHanHs Yo 8idnosidae
B. UV BuNPOBOBYBAHOrO PO3YMHY NMOBMHER | (Ji/ corresponds
cdhopmoTeporny thymapary auriapaty MaTi MAKCUIYM 3a TUX CamyX :
; OBXUH XBWITb, (O | YO-cnexT . .
formoterol fumarate dihydrate goaqu nopieH:&Hﬂ. P sidnosidae
: The UV absorption spectrum of the corresponds
Gexnomerasony Aunporioxary fest solution should have a
beclometasone dipropionate maximum at the same wavelengths
as the UV spectrum of the reference
solution.
KinekicHe BuaHaveHHs
{y vouTeitHepi)
Assay {in container) 0,950
chopmotepony dymapaty guriapary 0,900 — 0,996 mr/koHTelinep BEPX/ YBEPX MI/KOHTENHED
forroterol fumarate dihydrate 0.900 ~ 0.996 mg/container HPLC/ UHPLC 0.950
mg/container
Seknomerasony gunporioHary
beclometasone dipropionate 15,0 - 16,6 mr/koHTelinep 15,6
15.0— 16.6 mg/container Mr/KoHTERHED
15.6
mg/container
KinekicHe BusaHaueHHA QIKOYNMX PEUOBUH .
Anst cepenHLol 03K, uo
AOCTABMSAETLCA
Assay of active substances for mean
defivered dose intra-can
cdopmoTepony cymapaty gurigpary 4,3 - 58 MKr DUSA-BEPX/ 5,1 MKT
formoterol fumarate dihydrate 4.3 -~ 5.8 microgram YBEPX 5.1 microgram
' DUSA-HPLC/
Geknomerasony gunponioxary 71,9 - 97,3 mkr UHPLC 85,7 MKr
beclometasone dipropionate 71.9 — 97.3 microgram 857  microgram
. . rtified
-y Firmenbuchnumimer FN 82710h UID ATU 37034005 «
~“%/" Handelsgericht Wien
CoA_FRIUA_QO_fp_2025-05-06 WWW.CHIEST-CRE.COM PaGE 2 s

Corporation
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N b » CHIESI PHARMACEUTICALS GMBH
: M%% ‘ :h ’e S ’ Gonzagagasse 16/16
N ; , 1010 Wien, Austria

Tel.: +43 1407 3919-0
www.chiesi-cee.com

CEPTUQIKAT SIKOCTI/ CERTIFICATE OF ANALYSIS crop. 3/5 27.05.2025

Metonw kouTporuo | Pesynemamu
{Control methods) {Results)

BunpoGysantisi (Tests) - Crrequcpinayis (Specifications)

QanopigHicTs 803U, WO ACCTABNAETECS
Uniformity of delivered dose intra-can

dhopmoTepony dymapary purigpary Bignosinae™ €sp. ©.-DUSA- sidriosidae,
formoterol fumarate dihydrate Complies BEPX/ YBEPX corresponds
Ph. Eur-DUSA-

BexnomeTasony avnponioHary , HPLC/ UHPLC

beclometasone dipropionate . Bigrnosinae'? aidniogidae
Complies'® corresponds

CynposigHi nomitku Ta npogy kv

posnany

Impurities and degradation products

thopmoTtepony tymapaty gurigparty BEPX/ YBEPX .

formoterol fumarate dihydrate ’ HPLC/ UHPLC

Howitwika / impurity £1,0% 015% -

CHF 4278.01 (5208RC01; deformilate)*:

Howiuna / impunity £0,20% < 0,07 %

CHF 4484 (etanolate)*:

Lowmiwka / Impurity £0,20% <0,07%

PMA*:

Byne-ka HeigeHTudiosaHa Hesigoma 20,50 % ’ <0,10%

omitka™;

Each unidentified unspecified™;

Cyma gomiluox; $15% 0,15 %

Total:

GeknomeTasoHy gunponioHary
beclometasone dipropionate

< 0,009 %
Howiwka GekromeTasony cnuprty™: 20,15 %
impurity of becloetasone alcohol*: < 0,009 %
Lowiwka GexnometaszoHy 17-nponioHary™ | S 0,156 % ‘
Impurity of beclometasone 17-propionate™:
fowmiwika BexnomeTasony 21-nponioxaty™ | s 0,50 % 0,05 %
Impurity of beclometasone 21-propionate*:
byab-sika HeigeHTUdiIKoBaHa Hesigoma 50,50 % <0,10%
gomiluka**; .
Each unidentified unspecified™: ‘
Cyma AoMiLuok: $15% 0,05 %
Total; ‘
flosa gpibHonucnepeHux YacTok
Fine particle dose
chopmoTepony chymapary gurigpary 1,4~ 2.8 mkr ACI-BEPX/ 1,8 MKF
formoterol fumarate dihydrate 1.4 - 2.8 microgram YBEPX 1.8 microgram
_ ACI-HPLC/
BekromeTasoHy punponioHary 24,7 - 48,1 mxr UHPLC 309 MKT
beclometasone dipropionate 24.7 — 46.1 microgram . 1309 microgram

Certified
~ Firmenbuchnummer FN 82710h UID ATU 37094005
" Handelsgericht Wien
“=' CoA_FRIUA_00_fp_2025-05-06 WWW . CHIESL-CEE . COM Fage 3

Corporation



CHIESI PHARMACEUTICALS GMBH

Gonzagagasse 16/16
1010 Wien, Austria

Tel.: +43 1407 39 19- 0
www.chiesi-cee,.com

CEPTU®GIKAT SSKOCTI/ CERTIFICATE OF ANALYSIS crop. 4/5 27.05.2025
BunpoGysanna (Tests) Cnegudhivayist (Specifications} ?g?r%?:l %:‘?::hp:g;;) Zg:ggﬁgamu
BonoricTs < 1000 ppm cBp, P, 479 ppm
Moisture Fh, Eur.
CTOpOHHI YaCTUHKK? £50 Bputanceka Not tested
Foreign particulate matter? dapmaxones
Hacrurku posmipom He MeHwe 100 Mxm British
Particles not smaller than 100 um Pharmacopoeia
Mikpobionoriuna uncroTa? &;
Microbial count? % €sp. P.
3aranbHe Yuenc aspobHux 5 102 KYQir Ph. Eur. Not tested
mikpoopranizmis (TAMC): s 10%2 CFlg
TAMC:
Not tested
SaranbHe YUeno Aphxaxosux Ta < 10 KYOIr ’
nnicexesux rpubis (TYMC); s 10 CFUQg
TYMC: ' ' /
Pseudomonas Aeruginosa: BigcyTHiB 11
: absentin 1g
Staphylococcus Aureus: BigcyTHiB 11
absentin 1g
Bile-tolerant gram negative bacteria: BipcyTHiB 11
absentin 1g

! Mpenapar sRIpEMYC BURPOCYBAHHA, AKILO BMICT AHI0M0T perOBMHH Y 9 3 10 203 31aXOMIHTHCH B MEKAX Bin 75 % 1o 125 % sin CEPEAHBOTQ SHaUEHA |
nel oepani Pe3yALTATH 3HAXOAFTHCS B MOKAX Bi 65 % 110 135 %. Slkwo 2 a6o 3 3mauenus BIXoAaTS 38 Mo 75 % - 125 %, srnpobynatins
FOBTOPIOIOTS 1 JUI 2-X KOWTCHNCPIB An% BU3HAUCHIA OAHOPIAHOCTI A03H, 1O JOCTABIAETLCR 3 OJHOre KOHTEHHEPA, TA (e Juin 20 konTelHepin jum
BIBHANEIIA ORHOPLAHOCT] AO3H, O AOCTABIIETHCS 3 i3rx koureiinepin. He Ginsiue 3 13 30 omepanux 3HAMCHE MOYCY Th BUXOMTH 33 Meski 75 Y~ 125
Yo 1 IOHE IHANCHAN HEe MEE 3HAXOARTUCH 38 MCHKamu 65 Y - 135 Y%.

! The preparation complies with the test if nine out of ten results lie between 75 per cent and 125 per cent of the average value and all lie bebveen 65 per
cent and 135 per cent. If 2 or 3 values lie outside the range of 75 per cent to 125 per cent, repeat the test with two more cans for the intra-can
determination and with twenty more cans for the inter-can determination. Not more than three of the thirty vatues lie outside the range 75 per cent to 125
per cent and no vatue ties oulside the range 63 per cent to 1353 per cent.

* % sinnosinae giovifl pesonani

* % referved to the active ingredient

** moma y %

** as area %

? Mlican yenitmioro tectynanms 10 cepilt npoyKTy, TCCrYRAHHN HPOBOIATE 1A O 3 KoskHHX 10 cepiil, (oHAHMEHIIC OMUH Pas3 Ha piKk.

2 Afrer successfil testing of ten product batches, skip testing will be conducting on I every 10 barches, at least once a year. .

* Touunaioun 3 nepiuoro civus 2009 poky crieusdikanis 3 MikpoGiogoriurol aueTyTH Synn nprseacna y pignosiauicts a0 sasor Monorpadii Crp, M,
A0noBHCHKEA 6.3, ‘

* Starting from Lst January 2009 the microbial specifications have been aligned to the requirements of Ph.Lur. monograph supplement 6.3

HalimenyBakHs, MICLI@3HaX0AXeHHS Ta HoMep nilieHsil BUpoBHuKa, Lo eignosigae aa sunyck cepil / Name, location and license number for
manufacturer responsible for batch release:

KCeai dapmactorikens 'mMBX, Byn. lonsararacce 16/16, 1010 Bigens, Ascrpis

{Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1010 Wien, Austria)

Tiviensis (Manufactuning license) No. 480601

% Certified
Firmenbuchnummer FN 82710h UID ATU 37094005
- Handelsgericht Wien
A

L. CoA_FRIUA_OO0_fp_2025-05-06

Page 4 e
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p v, CHIESI PHARMACEUTICALS GMBH
C h I e S I Gonzagagasse 16/16
: 1010 Wien, Austria

Tel.: +4314073819-0
www,chiesi-cee.com

| CEPTU®IKAT SIKOCT!/ CERTIFICATE OF ANALYSIS crop. 5/5 27.05.2025 |

Cepruchixar signosignocti GMP supoGhuka, wo signosigac 3a sunyck cepii / Certificate of GMP compliance for batch release manufacturer:
K'esi dapmacorikens 'mBX, syn. Monsararacce 16/16, 1010 Binens, Ascrpin

(Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1010 Wien, Austria)

Ceprudikat signosigrocti GMP Ne / Certificate of GMP compliance No.: INS-480601-102178301-18389269 (1/3)

Texnonozis eupobnuymea, woumponto axocmi ma eunycwx cepii 1213212 nixapeukoze sacoby POCTEP, aeposorv dun ineansyii,
oasosanul, 100+6 mr2/003y, 1o 120 0vs y konumeiinepi; no | koumetinepy 3 A0IVIOUUA KAGRAHOM § POIRUNIOIOROIO HACAOKOIO MU 3AXUCHHUM
KOGIIYKON Y Kapmoraiil kopobyi, eionoeiomome GMP cmandapman. i

(Manufacturing process, quality control and release of the batch No. 1213242 of the product FOSTER, pressurized inhalation solution,
100+6 ug per actuation, 120 doses in a container; | container with a metering valve and a spray nozzle and a plastic protective cap in a
cardboard box, comply with GMP standards).

Crpacaicnis 2 nidmeepdocyio, wo nasedena suige nopmayin € GocmoeipnoI0 i MOUHOI.

Hany cepiio rpodyxyit 1213212 6yno euzomosneno (srrionaionu nakysans/mapysauns) ma xonumposs i skocmi 6ye nposedenuii na
GUUREKAIAHYX GUPOOHUIY OINbHUYAX Y noGiTl GIOnosidnocmi 3 eunozamu GMP, 6cmanosrenumu MiCyecuMm PezyasmopHUM OPEaHaMIL, (1
maxoxc 6idnociono 0o cneyupirayiti, wo sticmamucs & peccmpayiiiiomy docee. IIpomoxont GUPOSHUYIMGE, NAKYEQIS Ma ananizic byo
NePeASHYINO Ma 6CMONOGNEHO 6ionosionicine GMP.

I hereby confirm that the above mentioned information is frue and correct.

These batch of product 1213242 was manufactured (including packaging/labeling) and quality control is carried out in the above
mentioned manufacturing area in full compliance with the GMP requirements set by the local regulatory authority and in accordance with
the specification located in the registration dossier. Protocols of manufacturing, packaging and tests were analyzed and their GMP
compliance were confirmed. '

Ynoenosancena ocoba / Qualified person

, @
///
//’/ A .
c‘/ pra - Chiegi Pharmaceuticals GrnbH o
e N WL o et i I
L ASTOIOPVen Gonzagagasse 16/16 Hama (date) AU £
_Mag. pharm Georg E. Schmidy Thl. +43/1/407 3919-0
. ) Certified
Firmenbuchnummer FN 82710h UID ATU 370394005
Handelsgericht Wien
CoA_FR1UA_00_fp_2025-05-06 WWW . CHIESI-CEE.COM Page 5
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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

13.05.2026 Ne 22831/26/10

®OCTEP

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
aepo30.ib I iHransnii, 1o3oBanuii, 100+6 mxr/xo3y; mo 120 103 y koureiinepi; mo 1
KOHTEHHepY 3 103YI04YHM KJIANAHOM i PO3NKIIOIY0I0 HACAIKOIO TA 3aXHCHUM KOBIAYKOM Y
KapTOHHIH KOpooui
(dhopma BHNyCKY, 103yBaHHA, BAJ| AKYBaHHS JIKApPCHKOro 3aco0y)

Howmep peecrpaniitnoro nocsimaenns UA/16438/01/01 ctpoxk nii peectpauiitnoro nocsinuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 1231461 KisbkicTh BBe3eHOro Jikapcrkoro 3acoby 500
BupoGHuK K'esi dapmac'iotikens I'm6X, Acrpis
(naliMeHyBaHHA BHpOOHHKA JIiKapchkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Ykpainy CrifibHe yKpaiHCbKO-€CTOHChKE MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeH o010 BinnositaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(naiiMenyBanus Ta koj 3a CJIPTIOY ropuamunoi ocobu abo npiseuime, imM'a, no 6aTekoBi (iznyHOT
ocobw - minpremnd, i Miclie NpoXKHUBaHHS Ta peecTpaniiinuii Homep 001iKoBOT KapTKH IIATHHKA
nojaTkiB abo cepis Ta HOMep IacrnopTa)

Iporoxoa Bizyaasuoro kourposo Bix 07.05.2026 Ne 1294/1.

3a pesyneTaTaMM JIep:KABHOTO KOHTPONIO BCTAHOBJIEHO, INO JiKapchkuit 3aci6 BeeseHo B VYkpaiHy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA IIO/0 3a0e3MeUeHH AKOCTI JIIKapChKHX 3aC00iB.

Onera CPROMEHEKO

(miee) {iaigiam T npizeye)

W KOOI )

TRIAL MODE - a valid license will remove this message. See the | property of this POF for mare information.




¥Chiesi

CHIESI PHARMACEUTICALS GMBH

Gonzagagasse 16/16
1010 Wien, Austria
Tel.: +43 1407 3919 -

0

www.chiesi-cee.com

CEPTHU®IKAT SIKOCTI/ CERTIFICATE OF ANALYSIS

cTop. 1/5

23/03/2026

Nikapcekuii 3aci6:
Drug product:

®OCTEP, aepo3sont 9ns inzanayil, dozoearud, 100+6 mMx2/do3y

Airova pevoeuna:
Active ingredient:

FOSTERS, pressurized inhalation solution, 100+6 ug per actuation
Bexnomema3soHy dunponioHam/ ®opmomepony ymapamy duzidpam
Beclometasone dipropionate/ Formoterol fumarate dihydrate

Homep cepii / Batch number 1231461

Hama supobruymea / Date of 01/2026

Manufacturing

Tepmin npudamuocmi / Expiry date | 1072027

Po3smip cepii / Batch size 10.143 ynakoeok (packs)

PeecmpauiliHe noceidvenHs Ne/ UA/16438/01/01

Marketing Authorization No

Poamip ma mun nakyeanns / o 120 do3 y koumelinepi; no 1 koHmelHepy 3 003yI04YUM K/TanaHoM i
Package size and type: PO3NUMI0I0Y0I0 HAacaOKoI0 Ma 3aXUCHUM KOGMa4yKoM y KapmoHHill Kopo6uyi

120 doses in a container; 1 container with a metering valve and a spray
nozzle and a plastic protective cap in a cardboard box

Cuna dif/fakmuenricmb: /
Strength/potency:

1 ineanayiiiHa doza micmums: 100 Mxz 6exnomMema3soHy dunponionamy ma
6 Mx2 popmomepony hymapamy duzidpamy
1 inhalation dose contains: 100 micrograms of beclometasone dipropionate
and 6 micrograms of formoterol fumarate dihydrate

JNlikapcebka ghopma / Dosage form:

Aepoaons dna inzanauii, dosoeaHull / Pressurized inhalation solution

BupobHuk, kpaina / Manufacturer,
country:

Austria

K'eai ®apmac’iomixens Tm6X, Aecmpin / Chiesi Pharmaceuticals GmbH,

AHania euxoHaHo eidnoeidHo do cneyudirauii eupobruka
The analysis is performed according to the specification of manufacturer

[RIAL MODE - a valid licens

BunpobGyeaHus (Tests) Cneyucpikayin (Specifications) MeToau koHTponio | Pesymsmamu
(Control methods) | (Resuits)
Onmc
Description
Onuc npoAaykTy PoauuH Big 6eabapeHoro go BisyaneHo sidnoeidae
Appearance of the product JXOBTYBATOrO KONbOPY Visual comresponds
Colouriess to yellowish solution
Onuc nepBUHHOT YNakoBKu BiacyTHa BuaMmMa kopoasia Ha BisyansHo sidnoeidae
Appearance of the primary packaging KnanaHi Ta KoHTeWHepi Visual corresponds
Valve and can free from visible
corrosion
MNepeBipka KOHTEeAHepa Ha
repMeTUYHICTL
Leakage
CepeaHa WBUAKICTb BUTOKY < 525 mr 3a pik ¢. CLUA 69 mr
Mean leak per year < 525 mg per year Ph. USA 69 mg
MakcuManbHa WBWAKICTL BUTOKY < 750 mr 3a pik 83 mr
Max. leak per year < 750 mg per year 83 mg
Uucno A03 B 0QHOMY KOHTEWHEPI 2120 E€ep. P. 152
Number of actuations Ph. Eur.
CoA_FR1UA_01_fp_2026-03-23
Certified
Firmenbuchnummer FN 82710h UID ATU 37094005
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CEPTU®IKAT SIKOCTI/ CERTIFICATE OF ANALYSIS crop. 2/5 23/03/2026
Bunpobyeanns (Tests) Cneyugixayis (Specifications) ?g;f:#; ﬁ:;-lp: ci‘s? '?RQ: ;ﬂg}amu
loenTudpikauin
Identification
A. BEPX/ YBEPX Ha xpomarorpami eunpoGosysaHoro | BEPX/ YBEPX eidnosidae
A. HPLC/ UHPLC PO34MHY Yac YT;HMyBaHHF' nikis HPLC/ UHPLC corresponds
opMoTepon mapa i chopmoTepony chymapaty Auriapary
%n?rotem?fu;awrg(e (;h;ffr{la?;mpaw i GexnomeraaoHy AMNPONIOHATY Mae
RUNCRKT LAy FpAMIE sidnosioac
; BiANOBIAHUX NiKIB HA XpoMaTorpami
GeknomeTasoHy AunponioHaTy PO3ZUUHY MOPIBHAHHA. corresponds
beclometasone dipropionate On the chromatogram of the test
solution, the retention time of the
peaks of formoterof fumarate
dihydrate and beclomethasone
dipropionate should correspond to
the retention time of the
corresponding peaks on the
chromatogram of the comparison
solution.
B. Yo Y&-cnexTp nornvHaHHA Yo aidnosidae
B. UV BUNpo6oByBaHOro po34uHy NOBUHEH | (J\/ corresponds
dopmoTepony hymapary aurigpary MaTh MaKCUMyM 3a THX CamMux
; LOBXWUH XBUNb, WO | YO-cnexT . .
formoterol fumarate dihydrate PO3MMHY NOPIBHAHHA, P gidnoeidae
: The UV absorption spectrum of the corresponds
GeknomeTasoHy aunponioHaTy test solution should have a
beclometasone dipropionate maximum at the same wavelengths
as the UV spectrum of the reference
solution.
KinbkicHe BW3Ha4eHHA
(y KOoHTeiHepi)
Assay (in container)
thopmMoTepony cymapary aurigpary 0,900 - 0,996 mr/koHTelnHep BEPX/ YBEPX 0,952
formoterol fumarate dihydrate 0.900 - 0.996 mg/container HPLC/UHPLC Mr/KOHTERHED
0.952
BexnomeTa3ony aunponioHaTy mg/container
beclometasone dipropionate 15,0 — 16,6 Mr/koHTeiHep
15.0 - 16.6 mg/container
15,7
MI/KOHTERHEP
15.7 mg/container
KinbkicHe BU3Ha4YeHHA AilOYUX pev4OBUH
ANA cepefHLOl 403U, WO
AOCTaBNAETLCA
Assay of active substances for mean
delivered dose intra-can
chopmoTepony dymapary aurinpaty 4,3 -5,8 mkr DUSA-BEPX/ 54 wmkr
formoterol fumarate dihydrate 4.3 — 5.8 microgram YBEPX 5.4 microgram
DUSA-HPLC/
BeknoMeTaloHy gunponioHary 71,9-97,3 MKr UHPLC 88,4 wmkr
beclometasone dipropionate 71.9 — 97.3 microgram 88.4 microgram
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CHIESI PHARMACEUTICALS GMBH
Gonzagagasse 16/16

1010 Wien, Austria

Tel.: +4314073919-0
www.chiesi-cee.com

CEPTHU®IKAT SIKOCTI/ CERTIFICATE OF ANALYSIS crop. 3/5 23/03/2026
Bunpobyaanns (Tests) Cneyudpixayin (Specifications) gf;‘::l ':r?::hp:;s? g:g;a;;ramu
OpHopigHicTE AO3M, WO AOCTABNAETLCA
Uniformity of delivered dose intra-can
chopmotepony hymapaty aurigpaty Bignoeigae'" €pp. ©.-DUSA- gidnceidae
formoterol fumarate dihydrate Complies" BEPX/ YBEPX corresponds
Ph. Eur.-DUSA-
BexnoMeTasoHy AvMnponioHary Bignosigae!" HPLC/UHPLC eidrosidae
beclometasone dipropionate Compiigs'™ corresponds
CynpoBigHi fomiwkK Ta npoaykTu
posnany
Impurities and degradation products
thopmoTepony cymapaty aurigpaty BEPX/ YBEPX
formoterol fumarate dihydrate HPLC/UHPLC
Domiwka / Impurity <1,0% 0,18 %
CHF 4278.01 (5208RC01; deformilate)*:
Dowmiwka / Impurity £0,20% <0,07 %
CHF 4484 (etanolate)*:
Howiwka / Impurity £0,20% <0,07%
PMA*:
Byab-ska HeigeHTU(IKOBaHa Hesigoma =0,50 % <0,10% .
AOMILKa™™: .
Each unidentified unspecified™*: '
Cyma gomilok: Ss15% 0,18 % i
Total: |
HexnomeTazoHy AMNponioHaTy '
beclometasone dipropionate :
Jomiwka BexnomerazoHy cnupTy™: =0,15 % < 0,008 % |
Impurity of beclometasone alcohof™: |
[owmiwka 6eknomeTtasoHy 17-nponioHaty™: | 0,15 % 0,01 %
impurity of beclometasone 17-propionate™:
Homiwka GeknometasoHy 21-nponioHaty™: | =0,50 % 0,08 %
Impunty of beclometasone 21-propionate™:
Byab-Aka HeineHTWikoBaHa Herinoma <0,50 % <0,10 %
AOMiLLKa™:
Each unidentified unspecified**:
Cyma AoMilLoK: =15% 0,09 % "
Total: '
Loza apibHoAMCNEpPCHUX HAcTOK
Fine particle dose
copmMoTepony chyMapaty auriaparty 1.4 —-2,8 mir ACI-BEPX/ 2,2 wMkr
formotero! fumarate difydrate 1.4 — 2.8 microgram YBEPX 2.2 microgram
ACI-HPLC/
BexnomeTasoHy gunponioHaTy 24,7 — 46,1 mkr UHPLC 369 Mxr
beclometasone dipropionate 24.7 — 46.1 microgram 36.9 microgram
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CEPTHU®IKAT AKOCTI/ CERTIFICATE OF ANALYSIS ctop. 4/5 23/03/2026
Bunpo6yeanns (Tests) Cneyudixayin (Specifications) a‘;:::::l ﬁ:{hp:é:;) F::g;at.sn;amu
Bonoricts < 1000 ppm €ep. ¢. 435 ppm
Moisture Ph. Eur.
CTOpPOHHI YacTuHKW? =50 BpuTtaHceKa Not tested
Foreign particulate matter® dapmakones
YacTtuHkn poamipom He meHwe 100 MKm British
| Particles not smaller than 100 um Pharmacopoeia
Mikpob6ionoriuna uncroTa? );
Microbial count? ) cep. P.
3aransHe 4ucno aepoGHMX s 102 KYOIr Ph. Eur. Not tested
mikpoopraHiamie (TAMC): < 10° CFUMg
TAMC:
Not tested
3aranbHe YMCNO APIKIKOBUX Ta < 10 KYOrr
nniceHesux rpubis (TYMC): < 10 CFU/g
TYMC:
/

Pseudomonas Aeruginosa: BigcyTHIB 1T

absentin 1g
Staphylococcus Aureus: BiACYyTHiB 1T

absentin 1g
Bile-tolerant gram negative bactenia: BigcyTHiB 1T

absentin 1g

! [Ipenapar BUTpHMY€ BUNPOGYBAHHA, AKILO BMICT Ail040T pe4oBMHH Y 9 3 10 103 3HAXOMMTECA B MeKax Big 75 % 1o 125 % Bij cepeHLOro 3Ha4eHHs i BCi
ofieprkaHi Pe3yNLTaTH IHAXOAATHECA B MeKax Bifl 65 % o 135 %. Sxkwo 2 abo 3 anaveHHs BUXOAATL 38 Mexi 75 % - 125 %, srmpoGyRaHHA MOBTOPIOIOTE WE
JUTA 2-X KOHTEMHEPIB JUIA BH3HAYEHHA OIHOPIHOCT 1034, MO NOCTABNACTLCA 3 OIHOTO KOHTeliHepa, Ta me And 20 KoHTelHepis ANA PH3HAYESHHA
OHODIIHOCTI AO3M, IO AOCTABIAETECA 3 pisHiX KoHTelHepin. He Binmeme 3 ia 30 ofepikaHi 3Ha9eHE MOACYTH BHXOIATH 3a Mexi 75 % - 125 % i xonne
3HAYEHHA HE Mac 3HAXO0JMTHCA 32 MeskaMH 65 % - 135 %,

! The preparation complies with the test if nine out of ten resulls lie between 75 per cent and 125 per cent of the average value and all lie between 63 per cent
and 135 per cent. If 2 or 3 values lie outside the range of 73 per cent to 123 per cent, repeat the lest with two more cans for the intra-can determination and
with twenty more cans for the inter-can determination. Not more than three of the thirty values lie outside the range 75 per cent to 125 per cent and no value
lies outside the range 65 per cent to 135 per cent.

* % BiANOBiAaE Nik0Yill peYOBHHI

* % referred to the active ingredient

** moway %

** g5 area %
2 [Ticna yenimuoro Tectysauns 10 cepili npoayKTy, TECTYBaHHA NPOBOJATE HA OfHil 3 koxkuux 10 cepifi, moHaliMeHIe oMM pa3 Ha pik.

2 After successful testing of ten product batches, skip testing will be conducting on 1 every 10 baiches, at least once a year.
3 MNownnaious 3 nepworo civnsg 2009 poxy eneumdikanis 3 Mikpobionoriunoi uucToTH Oyna NpUBEEHa Y BIANOBIAHICT 40 BUMOT MoHorpadii €pp. .

JIOTIOBHEHHS 6.3.
* Starting from 1st January 2009 the microbial specifications have been aligned to the requirements of Ph.Eur. monograph supplement 6.3

HalimeHyBaHHs, MICLie3aHaxoAMEeHHA Ta HOMEepW NilueHsii BCX AinbHUUL 3 BWPOGHULUTBEA Ta KOHTpoNIO AKocTi / Name, location and numbers of
Manufacturing licenses of all manufacturing sites and quality controf.
s« BupoBHuuTeo, KOHTPONL, 3bip HanoBHeHnx koHTelHepis / Manufacturing, control, preparations of filled containers:
Keai ®apmaueytuyi C.n.A., Bia CaH NleoHapao 96, 43122, Mapma, ITania
(Chiesi Farmaceutici S.p.A., Via San Leonardo 96 — 43122, Parma, Italy)
Nuyenans (Manufacturing license) No. aM-9/2025
« [lakyeaHHna / Packaging:
[.N. ®apma Mm6X, Byn. MaHcTepepracce 9-13, 1160 BigeHs, ABcTpin
(G.L. Pharma GmbH, Gansterergasse 9-13, 1160 Wien, Austria)
Nuuenaun (Manufacturing license) No. 483078
s Bunyck cepii / Batch release:
Kesi @apmac’iotikena MmEX, eyn. MNoHaararacce 16/16, 1010 BipeHs, ABCTpiA
{Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1010 Wien, Austria)
Nuuensua (Manufacturing license) No. 480601
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[ CEPTU®IKAT SIKOCTI/ CERTIFICATE OF ANALYSIS cTop.5/5 23/03/2026 J

CeprudikaT BignosigHocti GMP ana BGix AinbHUUb 3 BUpoBHULTBA Ta KoHTponio AkocTi / Cerfificate of GMP compliance for all manufacturing
sites and quality control:
*  BupoBHuuTtao, koHTponk, 3Gip HanoBRHEHWUX KoHTelHepiB / Manufacturing, control, preparations of filled containers:
K'esi ®apmaueymuui C.n.A., Bia Can fleonapdo 96, 43122, Mapma, Imanis
(Chiesi Farmaceutici S.p.A., Via San Leonardo 96 — 43122, Parma, Italy)
CeptudpikaT signosigHocti GMP Ne / Certificate of GMP compliance No.: IT/16/H/2025
«  TaxyeaHHn / Packaging:
.N. ®apma 'MEX, syn. FaHcmepepeaacce 9-13, 1160 Bidexs, Ascmpis
(G.L. Pharma GmbH, Gansterergasse 9-13, 1160 Wien, Austria)
Ceptudikat eignosigHocti GMP Ne / Certificate of GMP compliance No.: Ne 483078-102675507
*  Bunyck cepii / Bafch release:
K'esi ®apmac’iomixens Mm6X, eyn. Monszazazacce 16/16, 1010 Biders, Aecmpis
(Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1010 Wien, Austria)
Ceprudikar sianosigHocti GMP Ne / Certificate of GMP compliance No.: Ne 480601-103615616

Texnonozis eupobuuymea, xonmponio axocmi ma eunyck cepii 1231461 nixapesrozo 3acoby POCTEP, agposons 01 inzanayil, do3oeanut,
100+6 mx2/003y, no 120 do3 y xonmeiinepi; no | xonmeiinepy 3 003y104uM KAGNAHOM | POINURIOIDHOI0 HACAOKOW MA 3AXUCHUM KOBNAUKOM Y
kapmoHHiil kopobyi, gionoeidarome GMP cmanoapmanm.

(Manufacturing process, quality control and release of the batch No. 1231461 of the product FOSTER®, pressurized inhalation solution,
100+6 ug per actuation, 120 doses in a container; 1 container with a metering valve and a spray nozzle and a plastic protective cap in a
cardboard box, comply with GMP standards).

Cnpasxcrim 2 nidmeepodicyio, wo Hagedena guwje indropmayin € 00cmosipnow i MoyHoO.

Hany cepito npodyxyii 1231461 6yro euzomoeneno (exmouaiodu HaKyeanna/MapKyeanns) ma xoumpore it axocmi Bye nposedenuil Ha
sunjesKasanux eupobHuyux OirbHuYAX y noswiil gidnoeionocmi 3 sumozamu GMP, ecmanoenenumu Mmicyecum pezyismopHuM opeaHamu, a
maxooic gionosidno do crneyugpixayiil, wo micmamocs & peccmpayiinomy docve. HIpomoxonu supobruymea, naxyeanna ma ananisie Gyno
nepezrAHymo ma 6cmanoGaero 6ionosionicme GMP,

I hereby confirm that the above mentioned information is true and correct.

These batch of product 1231461 was manufactured (including packaging/labeling) and quality control is carried out in the above mentioned
manufacturing area in full compliance with the GMP requirements set by the local regulatory authority and in accordance with the
specification located in the registration dossier. Protocols of manufacturing, packaging and tests were analyzed and their GMP compliance

were confirmed.

VYnoenoeaxcena ocoba / Qualified person

%%VV‘/{; Jama (date) 23 (O3 Rt

Hpasima Ion, Mazicmp nayx /
Pravitha Paul, Msc
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